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Status 

1 )KI Responsive to communication(s) filed on 10 July 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-41 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) E3 Claim(s) 1-11.25-29.33 and 35-37 is/are allowed. 

6) 13 Claim(s) 12-24.30-32.34 and 38-40 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) ^ The drawing(s) filed on 10 July 2009 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
07/10/2009 has been entered. 



Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 12-20, 34, 40, and 41 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

i. In claims 12 and 34 there exists an inconsistency between the language in the 
preamble and the body of the claim, thus making the scope of the claims unclear. In the 
preamble, lines 1-2 of each claim, Applicant recites "a lancet system" with the lancing 
aid only being functionally recited, i.e. "for insertion into a lancing aid." This seems to 
indicate that that the claims are directed to the subcombination, a lancet system. 
However, in line 15 of each claim Applicant positively recites the lancing aid as part of 
the invention, i.e. "actuated by interaction with a lancing aid." This seems to indicate 
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the claims are directed to the combination, a lancet system and a lancing aid. As such 
it is unclear whether Applicant intends to claim the subcombination or the combination. 
Applicant is hereby required to indicate to which, subcombination or combination, the 
claims are intended to be directed and amend the claims such that the language thereof 
is consistent with this intent. 

ii. Line 1 of claims 12 and 34 recite "a lancing aid." However, line 15 also recites 
"a lancing aid" so that it is unclear if the lancing aid in line 15 is that same as that in line 
1 or if it is a different lancing aid. As such the claims are unclear and therefore 
indefinite. 

Claims 13-20, 40, and 41 are dependent on claim 12 and therefore also rendered 
indefinite. 



Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 21-24, 30-32, 38, and 39 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over LeVaughn et al. (US 2005/0015020 A1). 

With regard to claims 21 , 30-32, and 39, LeVaughn et al. (hereinafter LeVaughn) 
discloses a lancing aid (see entire document) comprising a lancing aid housing (4) and 
a needle housing (50) ([0094]; [0098]). The needle housing is configured for insertion 
into the lancing aid housing and removal after use ([0098; Figure 3). A plurality of 
needles (8), each having a tip, is arranged within the needle housing (Figure 4). 

LeVaughn teaches in one embodiment wherein the lancet needles are able to 
move from a first resting position, in which the needle housing surrounds the tip, to a 
lancing position, in which the tip is exposed for puncturing a body part through drive 
mechanism (44) ([0109]; Figure 18). With this drive mechanism, a piston (154), spring 
(156), and trigger (162) are used to bring the lancet into a firing position ([0109]). The 
piston then returns to its starting position after it has completed its firing ([0109]). In this 
position, the needle is able to be moved again to the firing position by reactivating the 
piston, spring, and trigger. Although LeVaughn teaches that the resilient tongues (146) 
prevent re-firing of the needles ([0107]), LeVaughn teaches they only may be used in 
this embodiment and do not have to be used ([0109]). Therefore, when not utilizing the 
tongues in this embodiment, the needles are able to be re-fired. 

In another embodiment, LeVaughn discloses wherein a control lever (202) is 
rotated so that a new lancet can be fired ([01 13]). The lever (202) interacts with the 
needle housing (50) so that rotation of the lever activates the ring-shaped members 
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(176) that remove the caps (174) from the needles and then activates the plunger (188) 
([01 10]; [01 15]; Figures 17A-17D). Therefore, the interaction between the lever and the 
needle housing is essential to remove the lancet caps which then allow the plunger to 
be activated and fire the lancets. However, once all the needles in the needle housing 
have been used, all their caps have been removed. Therefore, once removing this used 
needle housing from the lancing aid would prevent re-use of the needle housing if 
reinserted into the lancing aid. Since all the caps have already been removed from the 
needles, the lever (202) would not be able to rotate to advance a new needle and 
activate the plunger ([0115]). As shown in Figures 17A-17D, the ring-shaped member 
(176), the blocking mechanism, has changed the shape of the needle housing by 
altering the position of the needles within the needle housing and by removal of the 
caps. 

Although LeVaughn does not disclose the control lever from the second 
embodiment in the lancing aid of the first embodiment, such would have been obvious 
at the time of the invention. LeVaughn discloses two similar embodiments each with 
advantageous and beneficial lancing operations so that it would have been obvious to 
one of ordinary skill at the time of the invention to combine the two embodiments. 

With regard to claim 22, the blocking mechanism, ring-shaped member (176), is 
actuated after the needle housing is inserted into the lancing aid ([01 10]). Additionally, 
actuation of the blocking mechanism allows the needle to move into a firing position 
(Figures 17A-17D). 
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With regard to claim 23, LeVaughn further discloses a hole (26) through which 
the needle emerges when in a firing position ([0097]). 

With regard to claim 24, the needle housing (50) comprises a magazine filled 
with a plurality of needles (8) (Figure 4). 

With regard to claim 38, activation of the blocking mechanism (176) allows the 
needles to advance into a firing position and extend out of hole (26) (Figures 17A-17D). 
Therefore, as shown in Figure 17D, when the needle is extended out from hole (26), the 
outward circumference of the needle housing has enlarged. The blocking mechanism 
of LeVaughn allows this enlargement. 

Allowable Subject Matter 

7. Claims 1-11, 25-29, 33, and 35-37 are allowable. Claims 1 2-20, 34, 40, and 41 
are allowable pending the above 35 USC 112 rejection. 

Response to Arguments 

8. Applicant's arguments, filed 07/10/2009, with respect to all previous rejections 
have been fully considered and are persuasive. The rejections have been withdrawn. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AMY T. LANG whose telephone number is (571)272- 
9057. The examiner can normally be reached on M-F 8:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

10/05/2009 
/Amy T Lang/ 
Examiner, Art Unit 3731 



/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 
10/08/09 



